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DETAILED ACTION 

Examiner has conducted a complete, thorough, and best-effort examination even 
though the application is replete with errors. Examiner respectfully requests and 
strongly urges Applicant to review the application in its entirety in view of the issues 
raised herein. 

Priority 

Acknowledgment is made of Applicant's claim for foreign priority based on an 
application filed in Germany on May 20, 2003. It is noted, however, that Applicant has 
not filed a certified English translation of the DE 103 22 687.7 application as 
required by 35 U.S.C. 119(b). Correction is required. 

Examiner respectfully reminds Applicant that such English translation should 
be filed together with a statement that the translation of the certified copy is 
accurate. This is necessary to ensure that no new matter is introduced in translation. 

Drawings 

The drawings are objected to because they are replete with errors. Examiner 
respectfully requests and strongly urges Applicant to review all drawings in their 
entirety. Objections to the drawings include, but are not limited to the following: 

• The unlabeled rectangular boxes shown in all figures should be provided 
with descriptive text labels. 
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• The same structural entity is being assigned different terminology 
throughout the application. Examples of this error include, but are not 
limited to: 

o Data records D and therapeutic advice items 3 [0036]. 
o Data records D and therapeutic information items 5 [0037]. 

• Examiner requires Applicant to amend the drawings to properly show the 
data structure of the therapeutic advice items as they relate to data 
records. 

• Referencing should be illustrated by means of pointers linking the inputs 
and outputs of the therapeutic advice item to other therapeutic advice 
items. 

• Deep and shallow copying should be clearly inferable from the drawings. 

• Recursive structures should be illustrated as such. 

• Proper numbering of elements and sub-elements (e.g. element A 
containing a plurality of sub-elements A 1f A2, Aj) should be employed. 

• Different instantiations of the structure used to illustrate genus and 
species variations of the structure should be properly labeled with non- 
conflicting numbers and terminology as to avoid confusion. 

Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
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number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by Examiner, 
Applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Abstract 

The abstract is objected to because it is replete with errors. Examiner 
respectfully requests and strongly urges Applicant to review the abstract in its entirety in 
view of the issues raised herein. Objections to the abstract include, but are not limited 
to the following: 

• It is not possible to ascertain the scope of the technical disclosure from the 
contents of the abstract. The abstract should include the major steps of 
the process as described in the technical disclosure. The abstract in 
current form does not concisely describe the invention. 

• With respect to the word "is" in the phrase "A method is for . . ." (line 1 ), 
please consider removing "is" for clarity. 
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Correction is required. See MPEP § 608.01(b). 

Applicant is reminded of the proper content of an abstract of the disclosure. 

A patent abstract is a concise statement of the technical disclosure of the 
patent and should include that which is new in the art to which the invention pertains. If 
the patent is of a basic nature, the entire technical disclosure may be new in the art, and 
the abstract should be directed to the entire disclosure. If the patent is in the nature of 
an improvement in an old apparatus, process, product, or composition, the abstract 
should include the technical disclosure of the improvement. In certain patents, 
particularly those for compounds and compositions, wherein the process for making 
and/or the use thereof are not obvious, the abstract should set forth a process for 
making and/or use thereof. If the new technical disclosure involves modifications or 
alternatives, the abstract should mention by way of example the preferred modification 
or alternative. 

The abstract should not refer to purported merits or speculative applications of 
the invention and should not compare the invention with the prior art. 
Where applicable, the abstract should include the following: 

(1) if a machine or apparatus, its organization and operation; 

(2) if an article, its method of making; 

(3) if a chemical compound, its identity and use; 

(4) if a mixture, its ingredients; 

(5) if a process, the steps. 

Extensive mechanical and design details of apparatus should not be given. 
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Applicant is also reminded of the proper language and format for an abstract of 
the disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding 
whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat 
information given in the title. It should avoid using phrases which can be implied, 
such as, "The disclosure concerns," "The disclosure defined by this invention," "The 
disclosure describes," etc. 

Specification 

A substitute specification in proper idiomatic English and in compliance with 
37 CFR 1.52(a) and (b) is required. The substitute specification filed must be 
accompanied by a statement that it contains no new matter. The substitute 
specification must be submitted with markings showing all the changes relative to the 
immediate prior version of the specification of record. The text of any added subject 
matter must be shown by underlining the added text. The text of any deleted matter 
must be shown by strike-through except that double brackets placed before and after 
the deleted characters may be used to show deletion of five or fewer consecutive 
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characters. The text of any deleted subject matter must be shown by being placed 
within double brackets if strike-through cannot be easily perceived. An accompanying 
clean version (without markings) and a statement that the substitute specification 
contains no new matter must also be supplied. Numbering the paragraphs of the 
specification of record is not considered a change that must be shown. 

35 U.S.C. 112, first paragraph, requires the specification to be written in "full, 
clear, concise, and exact terms." The specification is replete with terms which are not 
clear, concise and exact. The specification should be revised carefully in order to 
comply with 35 U.S.C. 112, first paragraph. Examples of some unclear, inexact or 
verbose terms used in the specification include, but are not limited to: 

It is insolubly ambiguous what Applicant considers to be a "therapeutic advice 
item", and no meaningful interpretation can be inferred from Applicant's disclosure. It is 
especially unclear what the relationship between a data record and a therapeutic advice 
item is based upon Applicant's specification language and drawings. There exist 
multiple and conflicting definitions as such. Examples of inconsistent terminology 
include, but are not limited to: 

• "The invention generally relates to a method and an apparatus for 
processing and outputting a version change for a data record which 
includes medical therapeutic advice items" [0002]. This sentence implies 
that a data record may contain a plurality of therapeutic advice items. 
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• "The data record is itself referred to as a therapeutic advice item below for 
short" [0002]. This sentence implies that a therapeutic advice item is a 
data record. 

• The data record may include... data items, that is to say therapeutic 
advice items,..." [0002]. This sentence implies that therapeutic advice 
items are data items, and that a data record may contain a plurality of 
therapeutic advice items. 

• "Guidelines are diagnostic and/or therapeutic recommendations for action 
and decisions (subsequently referred to as therapeutic advice items in 
general and in summary) to the doctor which have been drawn up in a 
broad consensus by superordinate and generally recognized committees 
in the medical profession" [0003]. It is insolubly ambiguous to what the 
parenthetical expression refers: decisions, action, action and decisions, 
diagnostic and/or therapeutic recommendations, diagnostic and/or 
therapeutic recommendations for action, diagnostic and/or therapeutic 
recommendation for action and decisions, guidelines, etc. Nonetheless, 
none of the aforementioned entities, referred to as therapeutic advice 
items, is equivalent to a data record (data records being therapeutic 
advice items according to Applicant's disclosure). Therefore, Applicant's 
definition of a data record, a therapeutic advice item, and the 
equivalence thereof are incorrect. 
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The term "data record", first appearing in paragraph [0002] and referred to 
throughout the application, is ambiguous. Since Applicant's explicit definition in is 
ambiguous, it is especially unclear if a "data record" refers to a single element of a 
collection of information (a row in a table), as is standard in database terminology, or 
the complete collection of all data about a patient as comprising that patient's medical 
record, as is standard in medicalterminology. 

Additional errors exist in the disclosure. Examiner requires Applicant to 
address these inconsistencies as they preclude a thorough examination of the 
instant pending application. 

For examination purposes, the following assumptions have been made in a best- 
effort attempt to comprehend Applicant's disclosure: 

• A "therapeutic advice item" is interpreted to mean a single embodiment 
of data, software, and associated expert rules adapted for inputting, 
processing, storing, and outputting patient data in line with 
therapeutic guidelines. 

• The term "data record" has been given its ordinary meaning in the 
medical industry. 

• A "therapeutic information item" is interpreted to mean patient data. 

• The term "order feature" has been interpreted to mean a unique 
identifier. 
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• The term "release attribute" is interpreted to mean development stage 
(pre-alpha, alpha, beta, etc). 

• The term "activation attribute" is interpreted to mean usability flag. 

• The terms "use attribute" and "use advice item" are interpreted to mean 
the mapping between therapeutic advice items and therapeutic 
information items. 

The disclosure is objected to because of the following informalities: 

• "The invention generally relates to a method for processing referencing 
therapeutic advice items, particularly data records which include "medical 
guidelines" [0002]. It is unclear to what the qualifier "which" refers. 

• "Naturally, such therapeutic advice items need to be continually brought 
into line with the latest level of knowledge and are thus subject to 
continual, if normally long or medium term, change" [0004]. It is 
unclear what the phrase "if normally long or medium term" means. 

• "An embodiment of the invention is therefore based on an object of 
specifying a method for..." [0007]. It is unclear what the specified object 
is. 

• The phrase "a particular clinical picture" [0019] is unclear. Examiner 
respectfully suggests Applicant to revise the phrase "clinical picture" to 
industry standard terminology, such as "clinical scenario", etc. 
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• Examiner respectfully requests Applicant to number the lines on each 
page (including the abstract), in addition to the existing paragraph 
numbering, to facilitate the examination process. 

Additional errors exist in the disclosure. Appropriate correction is required. 

Claim Objections 

Claim 24 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Applicant's recitation of 
referencing data records according to the assigned order feature does not further limit 
the method steps. Additionally, it is inherent that a unique order feature be used to 
reference the associated data record. 

Claim 26 is also objected to under the same rationale. 

Applicant is advised that should claims 1, 17, 2, 3, 4, 5, 24, 31, and 32 be found 
allowable, claims 18, 19, 20, 21 , 22, 23, 25, 35, and 36, respectively, will be objected to 
under 37 CFR 1 .75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same 
thing, despite a slight difference in wording, it is proper after allowing one claim to object 
to the other as being a substantial duplicate of the allowed claim. See MPEP 
§ 706.03(k). 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 31-36 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The language of the claims raise a question as 
whether the claims are directed merely to an abstract idea that is not a statutory 
category of invention (process, machine, manufacture or composition of matter) which 
would result in a practical application, producing a concrete, useful, and tangible result. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-36 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

Applicant regards as the invention. All pending claims are replete with errors. Again, 

Examiner respectfully urges Applicant to consider the use of proper idiomatic 

English. Applicants attention is directed to instances when word choice, sentence 

structure, and punctuation render the claim indefinite. It is therefore not possible 

to fully ascertain Applicant's claimed invention from Applicant's claim recitation. 
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With respect to independent claim 1 , examples where claim 1 fails to particularly 
point out and distinctly claim the invention include, but are not limited to, the following: 

• The functionality of a therapeutic advice item. 

• The functionality of a data record. 

• The steps involved in the method. 

All claims dependent thereon fail to remedy these deficiencies, and are also 
rendered indefinite. 

Independent claims 6, 18, 29, 30, and all claims dependent thereon are also 
rejected under the same rationale. 

With respect to claim 5, the term "therapeutic advice item" is ambiguous because 
no such item exists in the second database in the scope of claim 5 or parent claim 1 . 

With respect to claim 16, the term "therapeutic information item" lacks antecedent 
basis because no such item exists in the scope of claim 16 or parent claim 1 . 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-36 are rejected under 35 U.S.C. 102(b) as being unpatentable under 
U.S. Patent 5,307,262 issued to Ertel (hereafter referred to as Ertel '262). 

With respect to claim 1, the structural limitation present in the preamble and 
throughout the claim is given no limiting effect on the method steps. For examination 
purposes, claim 1 is interpreted to recite a method comprising of a single step of 
assigning data records a version identifier. 

With respect to claims 1,16, 24, 6, and 26, Ertel '262 teaches a record 
containing an "identifier of [DRG] grouper version used "(column 13, line 64), wherein a 
DRG grouper is a program that assigns diagnosis-related groupings, i.e. therapeutic 
advice items, to patients (column 1, lines 16-22 and column 8, lines 53-57). 
Additionally, each patient record is assigned a unique patient identifier (column 9, line 
28). 

With respect to claims 2 and 9, Ertel '262 teaches that a DRG grouper further 
comprises of "diagnosis and procedure code tables, DRG assignment number tables, 
and other subsidiary files including one that contains special attributes associated 
with diagnosis and procedures" (column 11, lines 20-24). According to Ertel '262's 
teachings, date-appropriate versions of the DRG grouper are called as needed (column 
11, lines 16-20). 
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Therefore, it is inherent that a DRG grouper implementing version control would 
have a development stage and usability flag attributes, as is typical with systems 
implementing version control. 

With respect to claims 3, 17, and 10, Ertel '262 further teaches that DRG's 
cluster patients to economically homogenous groups (column 1, lines 19-22). "DRG's 
are assigned... based upon "case complexity" as conveyed through the configuration of 
diagnoses reported and/or procedures performed during the course of the hospital stay" 
(column 1, lines 22-26). 

Therefore, since DRG's are mapped to patient data, it is possible to find patients 
who are grouped in a particular DRG, as well as to find the DRG('s) to which a particular 
patient is grouped. Ertel '262's teachings provide the ability to store the use attribute of 
the DRG. 

With respect to claims 4 and 1 1 , Ertel '262 further teaches that "the DRG grouper 
program... is updated yearly according to Federal specifications. Multiple versions of 
the DRG Grouper can be accessed..." (column 11, lines 8-14). Ertel '262 also teaches 
"to invoke an automatic selection among several groupers on the basis of matching the 
case discharge date against the implementation date range appropriate to each 
grouper" (column 9, lines 56-62). 

Therefore, each DRG includes a date used to map to patient data. 
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With respect to claim 5, Ertel '262 further teaches that hospital stay data, 
discharge data, and clinical data are archived and accumulated in the archival patient 
records file (column 16, lines 3-9). The start date of a therapeutic treatment falls under 
these categories, and has been anticipated under Ertel '262's teachings. 

With respect to claims 31, 32, 33, and 34, Ertel '262 further teaches a program of 
instructions for detecting, analyzing and classifying patient data; and a system memory 
for storing the program of instructions (claim 40). 

With respect to claims 7, 27, and 8, Ertel '262 further teaches that a change in 
DRG guidelines generates a case-by-case list of changes in DRG assignments, and an 
overall summary of the financial impact of the entire review process (column 1 5, lines 
38-49). According to Ertel , 262 , s teachings, the report outlines those DRG's affected by 
the change as well as those patient data affected by such a change (Tables 6-8). 

With respect to claims 28 and 12, Ertel '262 further teaches "to invoke an 
automatic selection among several groupers on the basis of matching the case 
discharge date against the implementation date range appropriate to each grouper" 
(column 9, lines 56-62). Therefore, the system according to Ertel '262's teachings 
maintains the mapping between patient records and obsolete DRG's based upon the 
discharge date of the patient. 
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With respect to claim 13, Ertel '262 further teaches the use of date-appropriate 
versions for DRG groupers (column 1 1 , lines 8-13). Ertel '262 also teaches that the 
DRG grouper may also utilize a variety of data files to describe the DRG (column 1 1 , 
lines 1-3). 

With respect to claims 14 and 15, Ertel '262 further teaches "to invoke an 
automatic selection among several groupers on the basis of matching the case 
discharge date against the implementation date range appropriate to each grouper" 
(column 9, lines 56-62). This expert rule maps patient data records to the appropriate 
version of the DRG based upon the patient's discharge date. 

With respect to claims 18, 19, 20, 21, 22, 23, 25, 35, and 36, the limitations of 
claims 1, 17, 2, 3, 4, 5, 24, 31, and 32 substantially encompass the limitations of claims 
18, 19, 20, 21, 22, 23, 25, 35, and 36, respectively; i.e. they are of substantially the 
same scope. Therefore, claims 18, 19, 20, 21 , 22, 23, 25, 35, and 36 are rejected for at 
least the same reasons as claims 1 , 1 7, 2, 3, 4, 5, 24, 31 , and 32. 

Claims 29 and 30 are also rejected under the same rational with respect to 
claims 6 and 1, respectively. 
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Conclusion 

Applicant's cited references have been considered; however, portions of foreign 
references not in English have not been considered. Only the English abstract of such 
references, if available, have been considered. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The following reference(s) are cited but not applied: 

1 . U.S. Patent 5,508,91 2 issued to Schneiderman (hereafter referred to as 
Schneiderman '912). Schneiderman '912 teaches "using sets of clinical 
criteria including diagnostic category for specific record selection" 
(abstract and figure 8). Although not claimed, this functionality is recited 
by Applicant [0010]. 

2. U.S. Patent 5,924,074 issued to Evans (hereafter referred to as Evans 
'074). Evans '074 teaches "a method of managing a patient data 
repository having a cache and a data archive, comprising the steps of 
monitoring a status of data within the cache, and moving the data to the 
data archive when the status exceeds a threshold" (column 3, lines 31- 
35). Although not claimed, this functionality is recited by Applicant [0020]. 

Even if the claims were amended to an allowable state, the specification, 
drawings, and abstract are replete with errors, and would prevent timely and favorable 
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action for Applicant. Therefore, Examiner respectfully requests and strongly urges 
Applicant to reconsider the application in its entirety. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tran N. Nguyen whose telephone number is (571) 270- 
1310. The examiner can normally be reached on Monday - Friday, 7:0 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jackson can be reached on (571) 274-1279. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




TN 

9/26/2006 



GARY JACKSON 
SUPERVISORY PATENT EXAMINER 




